METHODS:
This is an investigator initiated, single center, open label, phase I study involving grade I-III gastroenteropancreatic neuroendocrine tumors, consisting of a dose escalation Part A followed by an expansion cohort Part B. Primary Objective is to establish the maximum tolerated dose of the combination of everolimus and fosbretabulin in neuroendocrine tumors (Grades 1-3) that have progressed after at least one prior regimen for metastatic disease. Secondary objectives include evaluation of safety profile of the combination and to observe and record anti-tumor activity. Patients will be treated with daily oral everolimus. Fosbretabulin will be administered IV either q3 weekly or q weekly based on partial order continuous reassessment model (PO CRM).
RESULTS:
Trial in progress. ClinicalTrials.gov Identifier: NCT03014297 CONCLUSION: 50% accrual completed
